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DETAILED ACTION 
Response to Amendment 

1 . Applicant's request for reconsideration of the finality of the rejection of the last 
Office action is persuasive and, therefore, the finality of that action is withdrawn. 

2. In response to the Amendment received on November 24, 2008, the examiner 
has carefully considered the amendments. The examiner acknowledges the 
cancellation of claims 3 and 6. 

Response to Arguments 

3. Applicant's arguments with respect to claims 1-2, 4, and 7-24 have been 
considered but are moot in view of the new ground(s) of rejection. The indicated 
allowability of claims 5, 7 and 22 is withdrawn in view of the newly discovered 
reference(s) to Schappacher et al (Biomaterials, 2001) , Gross et al (6,093,792), Wang 
et al 0 of Poly. Sci, part A, 1 998), and Zhu et al (Macromol. 1 991). Rejections based on 
the newly cited reference(s) follow. 

Claim Objections 

4. Claim 1 is objected to because of the following informalities: polyethylene 
oxide and polyethylene glycol are the same compound. Appropriate correction is 
required. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the differences 
between the subject matter sought to be patented and the prior art are such 
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that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in 
which the invention was made. 

6. Claims 1-2, 4 and 7-24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ritter et al (4,496,446) in view of Schappacher et a! (Biomaterials, 
2001 ) , Cross et al (6,093,792), Wang et al 0 of Poly. Sci, part A, 1 998), and Zhu et al 
(Macromol, 1 991). 

Ritter et al teaches irradiating structural surgical elements with gamma radiation 
to improve properties such as initial strength, in vivo strength and degradation loss 
rate of said strength properties. Said surgical elements are made of bioabsorbable 
polymers, such as polyglycolides and copolymers of glycolides with trimethylene 
carbonate— column 10, line 48. Ritter et al discloses the use of gamma radiation 
dosages of up to 1 0 Mrad (1 00 kCy). In addition, Ritter et al teaching ethylene oxide 
sterilization of said structural surgical devices— see column 4, lines 35 to 40. Ritter et 
al fails to teach homopolymers of TMC and copolymers of TMC with polyethylene 
oxide, polyethylene glycol and caprolactone. However homopolymers and copolymers 
of TMC with PEO, PEC and caprolactone for use in biomedical applications are known 
as can be evidenced by Schappacher et al. Cross et al, Wang et al, Sodergard et al, and 
Zhu et al. Schappacher et al sets forth homo- and co-polymers of TMC with e- 
caprolactone as biomedical nerve guides. Gross et al sets forth copolymers of TMC 
with other lactones, such as e-caprolactone as bioresorbable copolymers for use in 
biomedical applications. Wang et al sets forth copolymers of TMC with polyethylene 
glycol which can be used in biomedical applications, such as sutures. Zhu et al sets 
forth homopolymers of biodegradable TMC. None of the secondary references teach 
the use of gamma radiation crosslinking, however the examiner deems that it well 
within the skill level of a ordinarily skilled artisan to use the method of Ritter et al, that 
is exposing bioabsorbable polymers comprising TMC to improve the mechanical 
properties, to improve on other known copolymer of TMC, such as those taught by the 
secondary references, to improve the mechanical properties. The rational being it is 
obvious to apply a known technique, in this case crosslinking bioabsorbable copolymer 
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of TMC via radiation to improve mechanical properties, to a l<nown product, in this 
case copolymer of TMC (other than those taught by Ritter et al) for biomedical usages, 
to yield predictable results. At the very least the examiner deems that it would have 
been at least "obvious to try" crosslinking other copolymer 

Regarding the properties as found in claims 12-14, the combination of 
references renders the claimed invention as written obvious and therefore it is deemed 
the properties should be inherent to the irradiated devices of combination. And since 
the Patent and Trademark Office is not equipped to conduct experimentation in order 
to determine whether Applicant's composition differs and, if so, to what extent, from 
the discussed reference. Therefore, with the showing of the reference, the burden of 
establishing non-obviousness by objective evidence is shifted to the Applicants. 

Regarding the products of claims 16, 18 and 23-24, the courts have held where 
the prior art discloses product that appears to be either identical with or only slightly 
different from product claimed in product-by-process claim; Patent Office can require 
applicant to prove that prior art products do not necessarily or inherently possess 
characteristics of his claimed product; whether rejection is based on "inherency" under 
35 U.S.C. 102, on "prima facie obviousness" under 35 U.S.C. 103, jointly or 
alternatively, burden of proof is same; Patent Office that has reason to believe that 
functional limitation asserted to be critical for establishing novelty in claimed subject 
matter may, in fact, be inherent characteristic of prior art, possesses authority to 
require applicant to prove that subject matter shown to be in prior art does not 
possess characteristic relied on. 

Regarding claim 22, Ritter et al teaches sterilization in a gas chamber under 
pressure. This is deemed to read on applicant's claim 22 since and autoclave is a 
vessel providing a gas under pressure to affect sterilization-PTO-892. 

7. Claims 1-2, 4, 7-21 and 23-24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Roby et al (5,889,075) in view of Schappacher et al (Biomaterials, 
2001 ) , Gross et al (6,093,792), Wang et al 0 of Poly. Sci, part A, 1 998), and Zhu et al 
(Macromol., 1991). 

Roby et al sets forth irradiated surgical sutures and methods of making them. 
Said surgical sutures are fabricated from a copolymer of dioxanone, trimethylene 
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carbonate, and glycolide, which is treated with gamma irradiation to enhance the 
properties. Said copolymers can be arranged in sequences as found in columns 2, 
lines 59-68 to column 3, and lines 1-14. The irradiation treatment is from a total dose 
rate from about 2 to about 1 2 Mrad in an inert atmosphere while under vacuum. Thus 
the examiner deems claims 1 0 and 1 1 are envisioned in the reference. 

Roby et al fails to teach homopolymers of TMC and copolymers of TMC with 
polyethylene oxide, polyethylene glycol and caprolactone. However homopolymers 
and copolymers of TMC with PEO, PEG and caprolactone for use in biomedical 
applications are known as can be evidenced by Schappacher et al, Gross et al, Wang et 
al, Sodergard et al, and Zhu et al. Schappacher et al sets forth homo- and co-polymers 
of TMC with e-caprolactone as biomedical nerve guides. Gross et al sets forth 
copolymers of TMC with other lactones, such as e-caprolactone as bioresorbable 
copolymers for use in biomedical applications. Wang et al sets forth copolymers of 
TMC with polyethylene glycol which can be used in biomedical applications, such as 
sutures. Zhu et al sets forth homopolymers of biodegradable TMC. None of the 
secondary references teach the use of gamma radiation crosslinking, however the 
examiner deems that it well within the skill level of a ordinarily skilled artisan to use 
the method of Ritter et al, that is exposing bioabsorbable polymers comprising TMC to 
improve the mechanical properties, to improve on other known copolymer of TMC, 
such as those taught by the secondary references, to improve the mechanical 
properties. The rational being it is obvious to apply a known technique, in this case 
crosslinking bioabsorbable copolymer of TMC via radiation to improve mechanical 
properties, to a known product, in this case copolymer of TMC (other than those 
taught by Ritter et al) for biomedical usages, to yield predictable results. At the very 
least the examiner deems that it would have been at least "obvious to try" crosslinking 
other copolymer 

Regarding the properties as found in claims 12-14, the combination of 
references is deemed to render the claimed invention as written obvious and therefore 
it is deemed the properties should be inherent to the irradiated devices of 
combination. And since the Patent and Trademark Office is not equipped to conduct 
experimentation in order to determine whether Applicant's composition differs and, if 
so, to what extent, from the discussed reference. Therefore, with the showing of the 
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reference, the burden of establishing non-obviousness by objective evidence is shifted 
to the Applicants. 

Regarding the products of claims 16, 18 and 23-24, the courts have held where 
the prior art discloses product that appears to be either identical with or only slightly 
different from product claimed in product-by-process claim; Patent Office can require 
applicant to prove that prior art products do not necessarily or inherently possess 
characteristics of his claimed product; whether rejection is based on "inherency" under 
35 U.S.C. 102, on "prima facie obviousness" under 35 U.S.C. 103, Jointly or 
alternatively, burden of proof is same; Patent Office that has reason to believe that 
functional limitation asserted to be critical for establishing novelty in claimed subject 
matter may, in fact, be inherent characteristic of prior art, possesses authority to 
require applicant to prove that subject matter shown to be in prior art does not 
possess characteristic relied on. 

Conclusion 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sanza L. McClendon whose telephone number is (571) 
272-1074. The examiner can normally be reached on Monday through Friday 7:30- 
4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Seidleck can be reached on (571 ) 272-1 078. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/533,941 
Art Unit: 1796 



Page 7 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 

/Sanza L McClendon/ 

Primary Examiner, Art Unit 1 796 
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